Introduction
Pharmaceutical preparations containing conjugated oestrogens are formulated with either synthetic or naturally derived oestrogens. The conjugated oestrogens used in this study were isolated from pregnant mare's urine.
These conjugated oestrogens consist of a mixture of ten oestrogens as the sodium sulphated salts. The major components of this mixture are sodium oestrone sulphate, sodium equilin sulphate, sodium 17-alpha dihydroequilin sulphate, sodium 17-alpha-oestradiol sulphate, sodium 17-beta-dihydroequilin sulphate and sodium delta-8,9-dihydroestrone sulphate [2] . Conjugated oestrogens are used in the treatment of hormonal deficiences. To ensare that the final pharmaceutical preparation has the composition required to be therapeutically effective, it is essential that rigorous analytical testing be performed. A highly specific gas chromatographic procedure is currently used for testing strength, composition and content uniformity. This method, however, is not efficient for testing the large number of individual units required to demonstrate uniformity.
An automated spectrofluorometric method based on segmented continuous-flow technology has been developed.
Data are presented to demonstrate that this alternate method produces results that are equivalent to the gas chromatographic method, offering advantages in terms of speed and throughput.
Materials and methods
The conjugated oestrogens tablets used in this study were obtained from commercial batches of Premarin [3] .
Gas chromatographic method
Details of the gas chromatographic method were presented in the USP [1] Implementation of the method has reduced the testing time for content uniformity from 16 to 3 hours per batch without compromising quality.
